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19900 MacArthur Blvd., Ste 300
Iwine, California 92612-2445
Telephone (949) 798-7600

WARNING LETTER

Certifkd Mail
Returp Receipt Requested

November 17, 2000
W/L Number:

David Sobel, MD.
Chief Radiologist Inspection ID:
Scripps Clinic San Diego CFN:
2020 @nesee Avenue FEI:
San Diego, CA 92123

Dear Dr. Sobel:
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We w writing to you because on September 29, 2000, your facility was i.nqxxted by a representative of
the State of Ca.Mo@ acting in behalf of the U. S. Food and Drug Admin&@ “on(FDA). This inspction
revealed a serious regulatory problem involving the mammography at your i%ility.

Under a United States Federal law, the Marnmogmphy Quality Standard Act of 1992 (MQSA), your
facility must meet specific requirements for mammo gY@IY. ~= @ma@ help protect the health of
womq by assuring that a t%cility ean perform quality mammography. The inspection revealed the
following Level 1 findings at your facility:

- Level 1: Phantom QC records were missing for the 4 weeks of July 2000 for unit #1 (a ~
~ehine)whichislocatedinthe MammographyRoom.

The sp@fic problem noted above appeared on your MQSA Facility Iqect.ion Report whkh was issued to
your facility at the close of the inqxction. This problem is identified as Level 1 because it identifies a
failure 10meet a significant MQSA requirement.

Because this condition may be symptomatic of serious underlying problems that could compromise the
quality of mammography at your facility, it represents a serious violation of the law which may result in
FDA taking regulatory action without further notice to you. These actions include, but are not limited to,
pIacing your facility under a Directed Plan of Correctio~ charging your faciMy for the cost of on-site
monitoring, assessing civil money pnalties Up to $10,000 for each failure to substantially compIy with or
each @y of failure to substantially compIy wit~ MQSA Standards, suspension or revocation of your
facility’s FDA cwtificafe, or obtaining a UXM injunction against further mammography.

In addition, your response should ad&ess the @el 2 findings that were listed on the inspection report
providwi to you at the’$lose of the -ion. llKXX Level 2 findings are:

- Level 2: 5 of 5 random reports review~ did not contain an assessmentcategmy.

- Level 2: Not all positive mammo~~ were entered in the ~c~g system
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- Level 2: There were no examples to obtain biopsy results nor any evidence of attempts to obtain those
results.

- Level 2: The phantom image score(using an FDA approved mammography phantom) k at least 2 masses
butisless than3masses forunit#l(a ~ . machine) which is located in the
Mammography Room.

It is neawiry for you to act on this -er immediately. Please explain to this office, in writing within

fifteen (15) working days tim the date you received this [etter:

- thespecificstepsyou have taken te’correct all of the violations noted in this letteq

- each step your facility is taking to prevent the recurrence of similar violations; and

- phase provide sample records that demonstrate proper record keeping pmcedms, if the findings relate to
quality control or other records (Note: Patient names or identification shouki k dekted ~m any copies
submitted).

Please submit your response to:

Mr. Thomas Sawyer
Director, Compliance Branch
U.S. Food & Drug Administration
19900 MacArthur Blvd.; suite #300
[wine, CA 92612-2445
Phone: (949) 798-7600

Finally, you should understand that there are many FDA requirements eg to mammography. This
letter patains only to findings of your irqection and does not necess@y address other tigations you
have under the law. You may obtain general tiorrnation about aIl of FDA’s qu.irements for
mammography facilities by contacting the Mammogmphy Quality Assurance pm- Food and Drug
AdministratioIL P,O. Box 6057, Columbiq MD 210454057 (1-800-838-7715) or through the Internet at
httphww.fa.gov.

If you have more speciilc questions about mammography facility requirements, or about the content of
this letter, please ftel free to contact~ (MQSA Auditor) at telephone number
(949) 798-

Sincerely,
●

‘ Alo&a E. Cruse
District Director


